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I. Basis of the opinion furnished to the receiving Office 

, Ws opinion has been on — itrJ^-W^* 

/n response to an invitation under Article 14 are rererre 

Description, pages: 

1-58 as originally filed 



Claims, No.; 



1-32 



as originally filed 



Drawings, sheets: 

1/14 -14/14 as originally filed 



2. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 
n the drawings, sheets: 

rsssits«s«r 

considered to go beyond the disclosure as, 



4. Additional observations, if necessary: 



prescribed time limit the requested: 

□ copy ot the earlier application wboee priority has been Calmed. 

□ transition o, the eartler application whose priority h« been Calmed. 

relevant date. 
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3. Additional observations, it necessary: 
see separate sheet 

1. Statement 

Novelty (N) Cairns 1-4.8.9.17-30,32 

Inventive step (IS) Claims 1-32 

.ndustrial applicability (.A) Claims 22 (reserved opinion) 

2, Citations and explanations 
see separate sheet 

VI. Certain documents cited 

1. Certain published documents (Rule 70.10) 
and / or 

2. Non-written disclosures (Rule 70.9) 
see separate sheet 

see separate sheet 
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SEPARATE SHEET 

II. PRIORITY 

1) 



in establishing the novelty of the present invention. 
V REASONED STATEMENT UNDER RULE 66.2 (a) (ii) 

of conjugate vaccines suitable for protection of young ch.idren. 
The sublect-matter of C.aim 1 is no. novel as required by Article 33(2) PCT. 
Said claim relates to a carrier protein comprising a, leas, five CD4+ T-cel, 

^Thomson s a al. m journal of virology, vol *. no. 3. March 

1998 (1998-03), pages 2246-2252; 

novel. 

Similarly, the subiect-matter o, Cairns 2, 3, 8, 17-30, 32 is not novel either. 

Oocumen, «. in particular, discloses a ^^^^ 
comprises the muKiple copies of ut length tetanus toxoid 

j^djujn. fajcjoaiujn arcumsporozcte CS) and the S ^ 
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Fom, Per/Separate Sheet/408 (She* 1) (EPO-April 1997) 
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5) 



(i) 



(") 



matter of Claims 4, 9. 

« r m riaims 5-7 10-16, 31 is not inventive as required by Article 
The subject-matter of Claims a IU 

33(3) PCT. 

Cain, S reiates ,o a carrier protein ^^^^T^ 
P23TT, P32TT, P21TT, PfCs, P30TT, P2TT, HBVnc. HA, HbsAg, M 

Oocumen, 02 — a carrier 

and the i-— ZT'^^Z^ epitope, wt„ b e 
the present application on page 5 oine selection of particular CD4+ 

known to those of skill in the art", md.cat ng that the select^ p 
epitopes falls within the customary pract.ce of sk.lled persons. Thus, 
matter of Claims 5-7, 10 lack an inventive step. 

» rsi riaim 1 1 relates to a carrier protein as presented above. 
The subject-matter of Claim 1 1 regies, w 

conjugated to a polysaccharide. 

03 CU pr R AD,SO, PETER R. ET AL. in VACC.NE RES. (1993). W • 
D4 . ^300 rr^NPECTIO. AMD IMMUNITY, vol. « no. 3, 

conjugate vaccines. Thus, the skilled person w rt D3 or D4 , 

document D2, disclosing the carrier P rote,n, w,h «"*^» will arrive 

4 ».ith <«aid carrier protein and uses tnereoi, anu ■ «= 
disclosing ' c 7"9f = 31 without exercising any inventive skills, 

at the subject-matter of Claims n 

i n.i m e i7_30 32 is not inventive either. 
Similarly, the subject-matter of Claims 17-30, 32 

* 99 as far as it is directed to a method of 

> — .== =r. " —EST - - 
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the formulation of the claims. 
VI. CERTAIN DOCUMENTS CITED 

7) 



The following documents are cited under Rule 70.10 PCT 
WO 98 43677, published 08.10.98 

V,U. CERTAIN OBSERVATIONS ON THE INTERNATIONAL APPLICATION 

„ The AppUcan, - — — U 
,e0hn,C ^ PO ^,rrPCT, T ^ ^n, r:jc,, im s 1^,8, 10-32 aoesn^ 

rr— s:: are l» r *. ^rrr,:^ — 

for the solution of the problem. Such a feature in w 
CD4+T cell epitopes comprised in the claimed prote.n. 

* nH»nt Claims 4-7, 9 do not clearly specify the claimed subject- 

shown on Table I page 36 and Figures 1, 2 and 8. 

' oln tha fact tha t an epitope with the name 'PfCs" is not 
Special note » made to the fact that an i p p ^ ? ^ ^ meQt 

disclosed by the description, thus, the subject-matter ot 
the requirements of Article 5 PCT. 

descriptor., on page 31 * defined by the claims , .hereby, 

ssr jr. s — - - — - aiso the 

PCT Guidelines, PCT/GL/3 III. 4.3a). 
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